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To the degree  that  one  places  confidence in the estimate made by
the Food and Drug Administration Task Force  (Food and Drug Administra-
tion,  1979b) that 22 deaths  from butulism would result from the omission
of nitrite in meat products,   that number could be  compared  to  the possi-
bility of 6 to  138 deaths estimated above.     The committee does not
believe that such a comparison is advisable  since both numbers  are
rough estimates.

OVERALL SUMMARY,   CONCLUSIONS, AND RECOMMENDATIONS

Evidence  of  carcinogenicity provided by well-conducted experi-
ments  in animals  should be   regarded as  indicating  a potential  for
carcinogenicity in humans.     This is especially true when results of
investigations have demonstrated  carcinogenicity in more than one
species.    There are no completely reliable methods  for using  data
obtained from animal  experiments to  derive  the magnitude of   tissue-
or organ-specific carcinogenic potency of a chemical in humans.

Based on one experiment in rats and  assuming  low dose linearity,
the committee has estimated that the lifetime risk of cancer would be
one in a million,  if humans were exposed to  a daily dose of  5.8 to  19
ng of nitrosodimethylamine  per kilogram of body weight or 0.85 to  2.7
ng of  nitrosodimethylamine per cm    of body surface.     In arriving
at this estimate,   the committee has also assumed that (1) the dietary
doses given to rats  can be converted to unit  of dose per unit  of body
weight or per unit of body  surface area to  reflect  human exposure and
(2) that nitrosodimethylamine is the main source  of exposure  to
nitrosamines for humans  and  is therefore representative of  all nitros-
amines,  even though its  potency in animals is greater than that  of
many other nitrosamines.

The committee also examined seven hypothetical population groups
and estimated that the lifetime risk of cancer from exposure  to all
sources of nitrosamines would be 820 to 18,000 per million for a high
risk group (including occupational exposure) ,  11 to 250 in a million
for a high cured meat diet group,  8 to 180 in a million for an average
population of nonsmokers, and 3 to 74 in a million for a low risk group.

The committee wishes  to  emphasize that the validity of  these
estimates of risk is limited by some significant gaps in our knowledge:
insufficient data about  the average and  extreme levels  of  exposure to
nitrate, nitrite, and N-nitroso compounds, multiplicity of inadequately
characterized variables  that determine the extent of  endogenous nitrosa-
tion,  uncertainty about the molecular mechanisms leading to the  carcino-
genic effect of N-nitroso  compounds and their precursors;  uncertainty
about the comparable ability of humans and laboratory animals  to repair
genotoxic damage;  and the probability that individuals  and subgroups of
the population vary in the susceptibility to the carcinogenic effects